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DETAILED ACTION 

Receipt of Amendment and Information Disclosure Statement, filed 6/25/03 and 
Information Disclosure Statement filed 9/18/05 are acknowledged. 

Claims 1-49 have been cancelled. The specification has been amended to 
reflect the status of the parent application. Claims 50 - 61 are pending in this action. 

Double Patenting 

Claims 50, 53 - 60 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 - 3, 5 - 7, 13 - 
15 of copending Application No. 11/127544. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because while copending 
claims do not recite the length of time for which the composition must effect release of 
the drug, it would be obvious to the artisan to deliver the drug for a length of time 
appropriate to treat the condition of interest, and the artisan would be able to judge what 
this length of time is. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 (JSC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 50 -53 and 55 - 61 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a written Description 
Rejection. 

Claim 50 recites an agent that reduces platelet counts in a subject. This is a very 
broad genus. While the specification describes certain species of this genus (see 
specification page 18), this disclosure is not sufficient to provide written description for 
the entire genus. The artisan would recognize that Applicant had possession of a 
composition comprising any species of the entire genus of agents that reduce platelet 
count as of the time of the invention based on this disclosure. 

The remaining claims are rejected because of their dependence on claim 50, 
thus incorporating the same subject matter that is inadequately described therein. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 52, and 54 - 56 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 52 recites the limitation "agent for treating vascular disease" in claim 50. 
There is insufficient antecedent basis for this limitation in the claim. It is presumed that 
Applicant intended claim 52 to depend on claim 51. Clarification is requested. 
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Claim 54 recites "a derivative of anagrelide". The claim is indefinite since the 
artisan would not be certain what constitutes a derivative or anagrelide, and accordingly 
would not understand the metes and bounds of the claim. Clarification is requested. 

Claims 55 and 56 recite amounts of agent to be released, wherein the amount of 
agent is either 30 g/kg/day to 150 g/kg/day or 1 g/kg/day to 1 50 g/kg/day. For a person 
who weighs 80 kg, this means that up to 12,000 g or 12 kg of agent would be released 
per day. This is likely to be a lethal dose. Also, for the agent to be released over at 
least seven days, the device would have to comprise at leas 84 kg of agent. This does 
not seem plausible. Clarification is requested. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 50 - 53 and 55 - 61 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lindahl et al., US 6,083,518. 

Lindahl discloses compositions for the release of drugs, such as busulphan 
(claims 1,10, abstract). It is noted that busulphan is admitted by applicant to be a 
compound that reduced platelet count in a subject (specification page 18). Lindahl 
discloses that a significant advantage of such compositions is the ability to easily control 
the rate and duration of release of the active agent (col. 2 lines 62 - 67, col., 7, lines 19 
-38). 
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Accordingly, it would be prime facie obvious to a person of ordinary skill in the art 
at the time of the invention to make a composition comprising busulphan that is 
released over any amount of time, and at any rate. The motivation to do so is to 
effectively treat a subject who needs to be treated with busulphan over a period of time. 
The artisan would know how long the treatment should last and would also know the 
appropriate dosing regimen, which would vary from subject to subject depending on 
factors such as age, weight, physical condition, medical condition being treated, gender, 
and other factors understood by the artisan. The artisan would be motivated to optimize 
these parameters in order to effectively treat the patient. With regard to claims 51 and 
52, the artisan would recognize that pain is associated with many diseases, and that 
aspirin is useable to treat pain. Accordingly, the artisan would be motivated to include 
aspirin in the device order to decrease the pain of the subject. Aspirin qualifies as an 
agent for treating vascular disease, as specified in claims 51 and 52. 

Since combining drugs and optimizing dosage are within the purview of the 
artisan, the artisan would have a reasonable expectation of success. The expected 
result would be a sustained release composition according to Lindahl which released 
the active agent over appropriate times and in appropriate amounts, and which also 
comprised aspirin. 

Claims 50 - 61 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Flemming et al., U 4,432,980, of record. 

Flemming discloses compositions of anageride and acetyl salicylic acid (abstract, 
col. 3, lines 4-11, col. 4 lines 45 - 54). Flemming discloses that such compositions 
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have supra-additive pharmaceutical effects (abstract). Flemming further discloses that 
such compositions preferably contain both drugs in one integral unit (col. 5, lines 40 - 
53), and that these compositions are useful for long term treatment or prophylaxis (col. 
5, lines 54 - 67). 

Flemming does not teach sustained release compositions. 

Nonetheless, it would be prime facie obvious to a person of ordinary skill in the 
art at the time of the invention to make a sustained release composition comprising 
anagerlide and acetyl salicylic acid. The motivation to do so is that such compositions 
are useful for long term prophylaxis. As such, in order to facilitate easy long term- 
treatment, the artisan would find it obvious to make a composition that could release 
these agents over long periods of time, such as greater than seven days, greater than 
30 days, greater than 6 months, greater than 1 year, and greater than 5 years. With 
regard to the dosing, the artisan would find it obvious to use the appropriate dosing to 
treat the condition of interest. Flemming provides some guidance to assist the artisan in 
doing this. 

The expected result would be a sustained release device comprising anagerlide 
and acetyl salicylic acid, which delivered the drugs over long periods of time, such as 
greater than seven days, greater than 30 days, greater than 6 months, greater than 1 
year, and greater than 5 years, wherein the devices had an effective dosage of the 
drugs. Since Applicant admits that the making of these types of devices is well known 
in the art, the artisan would enjoy a reasonable expectation of success. 

Conclusion 
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No claims are allowed. No claims are free of the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 4:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on 571 272 0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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